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The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 8 - 12 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 
No prior step of intracranial bloodflow data obtainance is recited in the base claim. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-2, 4-11,13-15 (where 'intracranial' in claim 8 is accorded no 
weight, see above), 13 - 14 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Haude et al (Circulation 2001:103:1212 (2001), of record herewith). 

Haude et al is directed to a method of assisting a stenting procedure comprising 
obtaining a first set of maximum blood velocity data and generating at least two blood 
flow factors from this set, where ( referring to Methods, Coronary BF Velocity 
Measurements within the article) the following plurality of factor sets are generated: 

Individual peak or maximum BF sample and averaged peak BF, and/or 

Baseline sample/average of samples and hyperemic value, and/or absolute 
coronary flow velocity reserve (CVR) therefrom and or CVRrel as CVR (absolute) in the 
vessel being stented reverenced to an unobstructed control vessel in the same patient, 
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any or all of these representing functional correlations between the factor types, and 
assessing blood flow prior to stenting as well as flow improvement post stenting in 
relation to major adverse coronary event risk at the intracoronary site whose flow is 
being assessed. Peak velocity occurs in the systolic interval as shown Fig. 1 . 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claim 3 is rejected under 35 U.S.C. 103(a) as being unpatentable over Haude et 
al as argued against claim 2 above, further in view of St. Germain et al (US5534007), 
since the latter evidences per geometry of stent 35 in Figs. 1 - 3 that staged 
deployment would have been a conventional delivery routine for a catheter-delivered 
stent as per the former. 



Application/Control Number: 10/755,208 



Page 4 



Art Unit: 3768 

Claim 12 is rejected under 35 U.S.C. 103(a) as being unpatentable over Haude 
et al as applied to claim 8 above, and further in view of Lee et al (US6697667) since 
col. 1 lines 54 - 58 and Fig. 4 elements 30,34,66,68 and the LDV analyzer of the latter 
evidence that it would have been conventional for example to perform Doppler flow 
studies using laser technology alternative to ultrasound during stent deployment e.g. in 
the coronaries. 

Claims 16 - 19 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Haude et al as applied to claim 1 above, and further in view of Dinh et al (US5.51 0,077). 
Whereas the former is not concerned with stent design, the latter col. 1 evidences that 
MACE type sequellae such as in the former would feedback into the re-working of the 
stent by incorporating design improvements to reduce the rate of adverse outcomes, 
whereupon the bloodflow-measurement-based assessment and risk evaluation process 
does in fact feed back into stent design improvement. In the case of Dinh et al a fibrin 
- thrombinogen biochemical film or coating may be applied (col. 5 lines 42 - 48). The 
ratio formations and risk threshold calculations in Haude et al per se constitute a 
schema which uses the bloodflow measurement values. 

Any inquiry concerning this communication should be directed to Jaworski 
Francis J. at telephone number 571-272-4738. 
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Primary Examiner 




